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2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

3. This report is also accompanied by ANNEXES, comprising: 
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Supplemental Box. 
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Box No, 1 Basis of the report 

1 . With regard to the language, this report is based on 

H the international application in the language in which it was filed 

□ a translation of the international application into , which is the language 
of a translation furnished for the purposes of: 

□ international search (under Rules 12.3(a) and 23.1(b)) 

□ publication of the international application (under Rule 12.4(a)) 

□ international preliminary examination (under Rules 55.2(a) and/or 55.3(a)) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1-36 as originally filed 
Claims, Numbers 

1-19 as originally filed 
Drawings, Sheets 

1/7-7/7 as originally filed 

□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. " 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 



Yes: Claims 
No: Claims 



1-12 
13-19 



Inventive step (IS) 



Yes: Claims 
No: Claims 



1-12 
13-19 



Industrial applicability (IA) 



Yes: Claims 
No: Claims 



1-19 



2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1 Reference is made to the following documents: 

D1 : US-B1-6 342 397 (SOINI ERKKI ET AL) 29 January 2002 (2002-01-29) 
D4: US-B1-6 344 653 (WEBB WATT W ET AL) 5 February 2002 (2002-02-05) 
D5: US-A-5 81 5 262 (SCHROF ET AL) 29 September 1 998 (1 998-09-29) 

2 Document D1 , which is considered to represent the most relevant state of the art, 
discloses: 

An in vitro diagnostic method for quantification of a clinical analyte from a clinical 
sample wherein the clinical analyte 

undergoes a reaction or reactions with a reagent or reagents in one or several 
steps, or in a reaction sequence, 

said reaction or reactions or reaction sequence resulting in a change of a 
measurable property of a compound or compounds cf said reaction or reactions or 
reaction sequence; 
in which 

i) said reactions or reaction sequence results in 

• formation of a two-photon fluorescent compound, or 

• a change in two-photon fluorescence properties of the reaction 
system comprising at least one two-photon fluorescent compound; 

and 

ii) said analyte is quantified by exciting said two-photon fluorescent compound or 
compounds and measuring two-photon exited fluorescence, and relating said 
measured fluorescence to method standardization data based on measurements 
obtained from reference material of said analyte, 

from which the subject-matter of claim 1 differs in that 
the clinical analyte is a clinical chemistry analyte. 

2.1 The subject-matter of claim 1 is therefore new (Article 33(2) PCT). 

2.2 The problem to be solved by the present invention may be regarded as enabling 
quantification of clinical chemistry analytes. 

2.3 The solution to this problem proposed in claim 1 of the present application is 
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considered as involving an inventive step (Article 33(3) PCT) for the following 
reasons: 

In document D1 a method for quantification of clinical analytes, in particular using 
bioaffinity assays, is disclosed. There is no mention of chemical reactions resulting 
in the formation of a two-photon fluorescent component or a change in the two- 
photon fluorescence properties of the reaction system. 

3 The same reasoning applies, mutatis mutandis, to the subject-matter of the 
corresponding independent claim 8, which therefore is/are also considered not 
new/inventive. 

4 The application does not meet the requirements of Article 6 PCT, because 
claim 13 is not clear. 

4.1 Some of the features in the apparatus claim 13 relate to a method of using the 
apparatus rather than clearly defining the apparatus in terms of its technical 
features. The type of reaction taking place inside a suitable support of an 
apparatus cannot lead to a distinguishing feature of the apparatus. The intended 
limitations are therefore not clear from this claim, contrary to the requirements of 
Article 6 PCT. 

5 Furthermore, the above-mentioned lack of clarity notwithstanding, the subject- 
matter of claim 13 is not new in the sense of Article 33(2) PCT, and therefore the 
criteria of Article 33(1) PCT are not met. 

5.1 The document D4 (see Fig.1) discloses (the references in parentheses applying to 
this document): 

A system suitable for in vitro diagnostic quantification of at least one clinical 
chemistry analyte from a clinical sample or samples, characterized in that the 
system comprises 

a) a fluorometric device employing two-photon excited fluorescence (Fig.1) 
suitable for quantifying one or several clinical chemistry analytes, and 

b) a data processing unit with software for dedicated data reduction suitable 
for said quantification of said analyte or analytes using said fluorometric 
device. 

5.2 Similarly, document D5 (see Fig.1) deprives claim 13 of novelty. 
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6 Claims 2-7 and 9-12 are dependent on claims 1 and 8 respectively and as such 
also meet the requirements of the PCT with respect to novelty and inventive step 

7 Claims 14-19, dependent on claim 13, do not meet the requirements of the PCT 
with respect to novelty or inventive step. 
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